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DETAILED ACTION 
Claim Rejections • 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-19,21-42,43-61,63-84 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Voges ('841 ) in view of Stevens ('934). 

As to claim 1 , Voges discloses a device (fig. 2) for delivering an aerosolized 
compound (e.g. nicotine at col. 5, line 58), the device comprising: a reservoir (10) that 
stores the compound; a system comprising an entry port (12) and an element (14) to 
generate particles of a desired size for physical ejection through one or more apertures 
(15) from an ejection head (14) of the element, wherein said particles comprise a 
compound (e.g. nicotine at col. 5, line 58), and wherein said system is fluidiy connected 
(11) to a reservoir (10); and a housing (2,3) comprising an inlet (7) and an outlet (5) 
between which is formed an airflow path (see bold arrows in fig.2 extending from 
outside of housing 2,3 through Inlet 7 and through outlet 5) and In which at least the 
ejection head is disposed in the air flow path (i.e. as illustrated in fig.2) downstream of 
the inlet (7) and upstream from the outlet (5), wherein the housing provides for a 
substantially unobstructed airflow between the ejection head and the outlet when air 
traverses the airflow path from the inlet to the outlet. 
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The difference between Voges and claim 1 is tlie inlet being directly behind the 

reservoir. 

Stevens, in a device for delivering an aerosolized compound, teaches inlets (3 and 
5) located directly "behind" (i.e. upstream of) a medicament reservoir (30.31). Stevens 
also teaches an inlet (5) located adjacent the medicament reservoir (30,31). Stevens 
discloses the advantages of having inlets adjacent to and directly "behind" (i.e. 
upstream of) a reservoir are to control the concentration of medicament being output 
from the device (page 1 , line 92-page 2, line 26 and page 3, lines 82-1 13). 

It would have been obvious to modify the housing of Voges to include an inlet 
directly "behind" (i.e. upstream of) the reservoir in addition to the existing inlets that are 
positioned adjacent the reservoir because it would have provided a means for 
controlling the concentration of medicament being output from the device as taught by 
Stevens. 

As to claims 2 and 3, in Voges the compound (col.5, line 58) is a pharmaceutical 
compound and is stored in the reservoir (10) in a liquid formulation (col.5, line 58 
discloses nicotine dissolved in water). 

As to claims 4-7, Voges (col. 9, line 53-col.10, line 21) discloses a variety of suitable 
drugs for delivery by the device. These drugs include proteins and hormones (e.g. 
corticosteroids and antidiuretic hormone), and small molecules (e.g. budesonide) as 
well as other drugs that are fully capable of being gene delivery vehicles. 

As to claim 8, the reservoir (10) and particle generating system (14,15) in Voges 
(fig.2) are illustrated as being located within housing (2,3). 
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As to claim 9, the housing of Voges (fig.2) is aerodynamically shaped (e.g. 
cylindrically shaped thereby providing for easy flow of air therethrough and around). 

As to claim 10, the reservoir (10) of Voges is disclosed as being detachable (coL6, 
lines 37-40). 

As to claim 11, the reservoir (10) and particle generating system (11,12,14,15) of 
Voges is illustrated (e.g. in fig.2) as being integrated into a single unit. 

As to claim 12, the particle generating system of Voges is an electronic ejection 
device (col.6, lines 45-51). 

As to claim 13, Voges discloses the electronic ejection device uses heat (20 and 
col.6. lines 26-30) to generate particles ejected from the ejection head. 

As to claim 14, Voges discloses the electronic ejection device includes a 
piezoelectric component (col. 10, lines 52-54) to generate particles ejected from the 
ejection head. 

As to claims 15-17, Voges discloses the desire particle size is one that allows 
particles to transit to and be deposited in alveoli (col.9, lines 37-47). That is, Voges 
recognizes that particles having a diameter less than 5 microns are preferred because 
particles of this size range will follow respiratory passages. One of ordinary skill would 
recognize respiratory passages to include alveoli. 

As to claim 18. fig.2 of Voges illustrates substantially unobstructed airflow being 
substantially laminar prior to exiting the housing outlet (5). 
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As to claim 19, fig.2 of Voges illustrates substantially unobstructed airflow comprises 
a substantially homogeneous mixture of ejected compound and air from inlet (7) prior to 
exiting the housing outlet (5). 

Claims 21-24 are substantially equivalent in scope to claims 1 and 18 and are 
included in Voges as modified by Stevens for the reasons set forth above with respect 
to claims 1 and 18. 

Claims 25-42 are substantially equivalent in scope to claims 1-19 and are included in 
Voges as modified by Stevens for the reasons set forth above with respect to claims 1- 
19. Voges as discussed above also discloses a digitally controlled electronic ejection 
(col.6, lines 45-51 ) of aerosolized medicament. 

The balance of the claims, 43-61 ,63-84, are substantially equivalent in scope to 
claims 1-19,21-42 and are Included in Voges as modified by Stevens for the reasons set 
forth above with respect to claims 1-19,21-42. 

3. Claims 20 and 62 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Voges ('841) in view of Stevens ('934) as applied to claims 1-19,21-42,43-61,63-84 
above, and further in view of Gonzalez ('614). 

The difference between Voges as modified by Stevens and claim 20 is an inner 
surface of the housing is proximal to the ejection head and extending to the outlet is 
contoured to minimize turbulence. 

Gonzalez, in a device for delivering an aerosolized compound (page 1 , col.2, lines 
100+), teaches an inner surface of the housing is proximal to the aerosol generation 
system and extending to the outlet is contoured (A' to a2 to e2 of fig.1 ). The contouring 
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of the inner surface of the housing of Gonzalez would implicitly cause variations in the 
flow rate and flow pattern of the aerosol being formed as it passes therethrough (e.g. 
smaller diameter portions would cause increased flow rate and more laminar flow 
whereas increased diameter portions would cause decreased flow rate and relatively 
more turbulent flow. 

It would have been obvious to further modify the inner surface of the housing of 
Voges proximal to the ejection head to make it contoured because it would have 
provided a means for controlling the flow rate and flow pattern of the aerosol being 
formed as taught by Gonzalez. 

Claim 62 is substantially equivalent in scope to claim 20 and is included in Voges as 
further modified by Gonzalez for the reasons set forth above with respect to claim 20. 

Response to Arguments 
4. Applicant's arguments filed 07/03/2006 have been fully considered but they are 
not persuasive. In response to applicant's arguments against the references individually 
(i.e. Stevens for allegedly lacking a substantially unobstructed airflow and Gonzalez for 
allegedly lacking an unobstructed airflow path among other features that the base 
reference to Voges already discloses), one cannot show nonobviousness by attacking 
references individually where the rejections are based on combinations of references. 
See In re Keller, 642 F.2d 413. 208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 
F.2d 1091. 231 USPQ 375 (Fed. Cir. 1986). 

Applicant's arguments regarding the positioning of inlets upstream of the reservoir 
(10) of Voges due to an alleged adverse effects on pressure sensor (19) are not 
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persuasive because there is no evidence to support such a conclusion. Voges 
specifically discloses the pressure sensor to be responsive to patient inhalation for 
timely triggering a dose of medicament; there is no mention of It being adversely 
affected by airflow from inlets. 

Applicant's arguments that Voges teaches away from positioning inlets in wall (9) 
may be accurate; however, the combination of Voges and Stevens does not teach that 
inlets must be located in wall (9) of Voges; rather, the combination teaches inlets at a 
position that is upstream of the reservoir. In Voges the minimum upstream point would 
be at a point along the wall at reference numeral #3 which is not specifically in wall (9). 

Conclusion 

5. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory acfion is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AARON J. LEWIS whose telephone number is (571) 

272- 4795. The examiner can normally be reached on 9:30AM-6:00PM M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. HENRY A. BENNETT can be reached on (571 ) 272-4791 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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